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Certificate of Conformity

We, SP Medikal San Ltd Sti., represented by undersigned, herewith declare that the

Type 4 Indicator with:
- REF.: 104.003.0500 STEAM 134°C - 3,5 min / 121°C - 15 min

have been tested in a CIER-Vessel at an independent Laboratory based upon the requirements as
per ISO 11140 part 1.

We herewith confirm that the Type 4 Indicator are designed and compliant to the following
standard:

Chemical Indicator: ISO 11140-1, 2014:

‘Sterilization of health care products

Chemical indicators -- Part 1: ‘General requirements’
Based upon these tests the chemical indicator is classified as Type 4

Chemical and Biological Indicators are not listed as a Medical Device in the MDD.
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